Appendix B

	

	
	

	
	Sponsored Research Required Contract Language Checklist
	
Date: __________________

Reviewed by:

_____________________

	
	IRB #      
	PI:      
	

	
	Study Title      
	

	

	
Use this checklist to make sure the required language for sponsored research contracts includes relevant provisions according to Woman’s Hospital Research Contracts/Agreements Policy. 

Refer to Appendix A, Woman’s Hospital Sponsored Research Contract Template for details about what to include in each section. 
 
*Provisions may be modified when appropriate to individual contracts and the research protocol*


	Element I.8.A. The Organization has written agreement with the Sponsor that addresses medical care for research participants with a research-related injury, when appropriate: Reference Appendix G, section, 6.2. 

	
|_| Yes

If no, please check the appropriate box below:

|_| Not applicable to the specific research protocol, please justify below:
__________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________

|_| The sponsor refused to include the requested language. Please attach documentation, (e.g. emails, etc.).


|_| The terms specified in the contract and/or funding agreement are consistent with the informed consent form.



	Element I.8.B. In studies where sponsors conduct research site monitoring visits or conduct monitoring activities remotely, the Organization has a written agreement with the Sponsor that the Sponsor promptly reports to the Organization findings that could affect safety of participants or influence the conduct of the study. Reference Appendix G, section, 1.5.

	|_| Yes

If no, please check the appropriate box below:

|_| Not applicable to the specific research protocol. Please justify below:
__________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________

|_| The sponsor refused to include the requested language. Please attach documentation, (e.g. emails, etc.).



	Element I.8.C. The Organization has a written agreement with the Sponsor that addresses provisions for monitoring the data to ensure the safety of participants and for providing data and safety monitoring reports to the Organization if the Sponsor has the responsibility to conduct data and safety monitoring.  Reference Appendix G, section, 1.5.

	
|_| Yes

If no, please check the appropriate box below:

|_| Not applicable to the specific research protocol. Please justify below:
__________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________

|_| The sponsor refused to include the requested language. Please attach documentation (e.g. emails, etc.).



	Element I.8.D.  Before initiating research, the Organization has a written agreement with the Sponsor about plans for dissemination findings from the research and the roles that Researchers and Sponsors will play in the publication or disclosure of results.  Appendix G, section, 1.5. (not applicable if the organization has no such policy).

	
|_| Yes

If no, please check the appropriate box below:

|_| Not applicable to the specific research protocol. Please justify below:
__________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________

|_| The sponsor refused to include the requested language. Please attach documentation (e.g. emails, etc.).
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